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Instructions:  Each section must be completed.  If a section is not applicable to your submission, state so (“Not Applicable”) and 
explain exactly why the section is not applicable. 

IRB#:       Principal Investigator:       

Title:       

Summarize the Study Protocol [1-2 Paragraphs] 

      

Discuss the Reason for Continuing the Study.   

      

List the Number and the Gender, Ethnic/Racial, and Age Breakdown (If Appropriate) of Subjects Recruited to Date.  (If Not 
Appropriate, State So and Explain Why). 

      

Summarize any Amendments  to the Research Approved by the IRB since the Last Review 

      

Provide any New and Relevant Information, Published or Unpublished, since the Last IRB Review, Especially Information about Risks 
Associated with the Research   

      

Provide a Summary of Both any Unanticipated Problems and Available Information regarding Adverse Events since the Last Review.  
(If None, State “None”). 

      

Summarize any Withdrawal of Subjects from the Research since the Last IRB review and the Reasons for Withdrawal, if Known 
 (If None, State “None”). 

      

Summarize any Complaints about the Research from Subjects or Others sine the Last IRB Review (If None, State “None”). 

      

Include a Copy of the Current Consent Document and any Proposed Modifications to the Informed Consent Document.  (If Consent 
Has Previously Been Waived, State So). 

      

Include any Relevant Multi-Center Trial Reports and any other Relevant Information Especially about Risks Associated with the 
Research.  (If Not Applicable, State So and Explain Why). 

      

Identify Specific Sites/Agencies Used and their IRB Approval Status.  (If Not Applicable, State So and Explain Why). 

      

Include Copies of the Current Determination Documentation from any other IRBs Who Reviewed This Study.  (If None, State “None”). 

      

 


